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Sir: 



I, Dr. George Scheele, co-inventor of the above-identified patent application do hereby 
declare and state that: 

1 . I am a co-inventor of the subject matter described and claimed in U.S. Patent 
Application Serial No. 10/625,090, filed on July 22, 2003, entitled "Compositions and Methods 
for Treating and Preventing Infection", which claims the benefit of priority to U.S. Provisional 
Patent Application No. 60/400,333, filed on July 22, 2002. 

2. I am familiar with the prosecution history of U.S. Patent Application Serial No. 
10/625,090. 

3. I understand that the Examiner rejected claims 28, 31, 34-44, 49 and 53 under 35 
U.S.C. § 103(a) as allegedly unpatentable over Wallace et al. (U.S. Patent Application 
Publication 2003/00220294) in the Office Action mailed August 8, 2008. 
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4. I have reviewed Wallace et al. and am aware that it was filed on March 2 1 , 2003 
and claims priority to earlier filed U.S. Provisional Application No. 60/456,1 12, filed March 19, 
2003, and U.S. Provisional Application No. 60/366,429, filed March 21, 2002, which is less than 
one year prior to July 22, 2002, the earliest priority date accorded to U.S. Patent Application 
Serial No. 10/625,090. 



5 . I respectfully submit that the claimed invention was conceived and reduced to 
practice in the United States prior to March 21, 2002, the earliest effective priority date of 
Wallace et al., as supported by the evidence which follows. All work papers provided herewith 
are true reproductions of the original documents. 

6. Exhibit 1 is a copy of three consecutive laboratory notebook pages (pages 7-9 of 
the notebook) signed by myself, Dr. George Scheele, and witnessed by Mary Faulus. All dates 
and non-relevant subject matter on the laboratory notebook pages have been redacted. However, 
the dates were prior to March 21, 2002, the priority date of Wallace et al. Exhibit 1 provides the 
base discovery of using beta-cyclodextrin (2-OH-propyl-beta-cyclodextrin) for the reduction of 
viral load of envelope viruses, including herpes virus (types I and II) in the interstitial space of a 
mammal. For example, paragraph 2 of the second page of Exhibit 1 discusses the use of 2-OH- 
propyl-beta-cyclodextrin to reduce the viral load of herpes virus (types I and II). Exhibit 1 
demonstrates that using beta-cyclodextrin (2-OH-propyl-beta-cyclodextrin) for the reduction of 
viral load of envelope viruses in a mammal, including herpes virus (types I and II), was obtained 
prior to the March 21, 2002 priority date of Wallace et al. 
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7. Exhibit 2 is a copy of three consecutive laboratory notebook pages (pages 10-12 
of the notebook) signed by myself, Dr. George Scheele, and witnessed by Mary Krebiel. All 
dates and non-relevant subject matter on the laboratory notebook pages have been redacted. 
However, the dates were prior to March 21, 2002, the priority date of Wallace et al. Exhibit 2 
provides the basis for the discovery that beta-cyclodextrin may be combined with antimicrobial 
agents (e.g., antiviral agents) to achieve beneficial and synergistic effects in the reduction of viral 
load of envelope viruses (see, for example, paragraph 2 of page 1 of Exhibit 2) in a mammal. 

8. Exhibit 3 is a copy of one laboratory notebook page (page 12 of the notebook) 
signed by myself, Dr. George Scheele. All dates and non-relevant subject matter on the 
laboratory notebook page have been redacted. However, the dates were prior to March 21, 2002, 
the priority date of Wallace et al. Exhibit 3 demonstrates that using beta-cyclodextrin (2-OH- 
propyl-beta-cyclodextrin) for the reduction of viral load of envelope viruses in a mammal was 
obtained prior to the March 21, 2002 priority date of Wallace et al. 

9. Exhibit 4 is a copy of one laboratory notebook page (page 1 3 of the notebook) 
signed by myself, Dr. George Scheele, and witnessed by Mary Krebiel. All dates and non- 
relevant subject matter on the laboratory notebook page have been redacted. However, the dates 
were prior to March 21, 2002, the priority date of Wallace et al. Exhibit 4 provides the base 
discovery of using beta-cyclodextrin (2-OH-propyl-beta-cyclodextrin) to reduce the viral load of 
an envelope virus, including herpes virus (types I and II), in the interstitial space of a mammal. 
Exhibit 4 demonstrates that using beta-cyclodextrin (2-OH-propyl-beta-cyclodextrin) for the 
reduction of viral load of envelope viruses in a mammal, including herpes virus (types I and II) 
was obtained prior to the March 21, 2002 priority date of Wallace et al. 

10. In summary, the Exhibits demonstrate that the presently claimed invention was 
conceived of and reduced to practice in the United States prior to March 21, 2002. 
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1 I . The undersigned further declares that all statements made herein of knowledge 
are true and that all statements made on information and belief are believed to be true, and 
further that these statements were made with the knowledge that will Oil false statements and the 
like so made arc punishable by fine, or imprisonment, or both under Section 1001 of Title 18 of 
the United States Code, and that, such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 



Date 



12 




Dr. George Schcclc 
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